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- The mlLING DATE ofthis communication appears on the cover sheet W ith the correspondence address - 

TsVoRTENED STATUTORY PER.OD FOR REPLY ,S SET TO EXP.RE __1 MONTH(S) FROM 

T ™ , i , i < : riis::^ ™ 0 =^ ^; 36 , . e _ m . . reP . . tima . ^ _ s , x (6> .o NTHS _ ^ 

mailing date of this communication. ^atutorv minimum of thirty (30) days will be considered timely, 

earned patent term adjustment. See 37 CFR 1 704(b). 

Status 



1 ) ! J Responsive to communication(s) filed on 

28)! " This action is FINAL. 2b! X This action is non-final. 

3, □ Since this application is in condition for allowance except for for ma, matters Potion as to the merits is 
closed in accordance with the practice under fx parte Quayle, 1935 CD. 11, 453 O.G. 21 J. 
Disposition of Claims 

is/are pending in the application. 

4) 5C C!aim(s) 7-72 . — — - 



4a) Of the above, claim(s) 

5) □ Claim(s) 

6) H Claim(s) 

7) T C Claim(s) 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected, 
is/are objected to. 



8)iC Claims 7-72 



are subject to restriction and/or election requirement. 



Application Papers 

9)H The specification is objected to by the Examiner 

10)D The drawing(s) filed on 



is/are a) □ accepted or b)U objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

z . XnA nn is: a)U approved b). J disapproved by the Examiner. 



1 1 );_! The proposed drawing correction filed on 



If approved, corrected drawings are required in reply to this Office action. 

1 2) C The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 fi1iQ , w ^ m 

13) H Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (t). 

a) All b)' Some* c) None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. 
3. 



Copies of the certified copies of the priority docum^ in this National Stage 

application from the International Bureau (PCT Rule 1 7.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 



14) 11 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)r The translation of the foreign language provisional application has been received. 

15) U Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) n m -\ 

r - _ J1DTnQQ1 , 4) : Interview Summary (PT 0-41 3] Paper Nois). 

1) ■_; Notice of References Cited (PT 0-892) 

I— ^ D ,p T n qar\ 5) Notice of Informal Patent Application (PT0-152) 

2) J Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) ; j Information Disclosure Statement(s) (PTO-1449) Paper No(s). __ 6) ! _ Other: 
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Office Action Summary 



Part of Paper No. 7 



Serial Number: 09/922,236 
Art Unit: 1644 



Part III DETAILED ACTION 

1. Claims 1-72 are pending. 
Restriction/Election 

2 . Restriction to one of the following inventions is required 
under 3 5 U.S.C. 121: 

Groups I-II. Claims 1-21 and 25-46, drawn to a method of 
detecting liver damage with either an antibody or an active site 
reagent, classified in class 435, subclasses 7.1 and 4. 

Group III. Claims 22 and 23, drawn to a kit with an enzyme 
detection reagent and an alpha-2 -macroglobulin detection reagent, 
classified in class 435, subclass 975. 

Group IV. Claim 22 and 24, drawn to a kit with an enzyme 
detection reagent and an C4a or C3a detection reagent. 

Group V. Claims 47-56, drawn to a screening assay with sample 
derived from patients, classified in class 435 subclass 4. 

Group VI. 57-61, drawn to detecting liver damage with 
detection reagents specific for each member of a liver damage 
panel, classified in class 435 subclass 4. 

Group VII. 62-72, drawn to an in vitro screening assay with 
cultured cells, classified in class 435 subclass 29. 

The inventions are distinct, each from the other because of 
the following reasons: 

3. Groups I-II and V-VII are unique methods. They differ with 
respect to ingredients and method steps and represent patentably 
distinct subject matter. 

Groups III-IV are unique products. They differ with respect to 
their physicochemical properties and are therefore patentably 
distinct . 

Groups I-II or V-VII and III-IV are related as product and 
process of use. The inventions can be shown to be distinct if 
either or both of the following can be shown: (1) the process for 
using the product as claimed can be practiced with another 
materially different product or (2) the product as claimed can be 
used in a materially different process of using that product 
(M.P.E.P. 806.05(h)). In the present case, the products as claimed, 
the detection reagents can be used in either detection or screening 
method with either antibodies or peptides. 
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4. Because a search o £ these seven di stinct inv--— 
SarTor^r ^ application U ould 

constitute a serious undue burden on the examiner. 

SPECIES 

wr^^-- £ollowin9 

If groups I or II is elected the following species election is 
required . 

A ) a specific type of liver damage as recited in claims 9- 

13, 16 and 33-38 , ^..^^.i chemical and 

Each disease or state has unique physical che 

biological properties , which give . ach ™ ^ afaly 

and search requirements. The species 
distinct from one another. 

^ v- ^ n c r \?1 to elect a single 

5. APPlicant. is required under . U S ■■ ^ ^ the 
disclosed species for which prosecuu finally held to 
claims shall be restricted if no generic olaim_ is - Y ^ 
be allowable. Currently, claims 1-8, 14 lb, 

are generic. 

6. Applicant is advised that a ^^^^^^1^ 

fS-SS^r :rc^ ly ar^ric ^considered 
nonresponsive unless accompanied by an election. 

7 . Upon the allowance of * — 1?^^^^ a^ 
entitled to consideration of olaimb to a ^ic a ll the limitations 
written in dependent form or otherw ise include all the 

of an allowed generic claim as prided by 37 R. § ^ 

claims are added after the election applet 809 _ Q2(a) . 
are readable upon the elected species. 

tr ,verse on the ground that the species are 

8. Should applicant tra ver ^ °n 9 it eviden ce or 
not patentably distinct, ^l^t s J g fco be 
identify such evidence now f.^^^^e record that this is the 
obvious variants or clearly admit on ^ f ^ Qne of the 
case. in either instance, if ^ he e '- am1 ^ he evidence or 
inventions unpatentable over the prior art, 
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Art Unit: 1644 

admission may be used in a rejection under 35 U.S.C. § 103 of the 
other invention . 

9. Applicant is reminded that upon the cancellation of claims to 
a non-elected invention, the inventorship must be amended in 
compliance with 37 CFR 1.48(b) if one or more of the currently 
named inventors is no longer an inventor or at least one claim 
remaining in the application. Any amendment of the inventorship 
must be accompanied by a diligently-filed petition under 37 CFR 
1.48 (b) and by the fee required under 37 CFR 1.17 (h) . 

10. Applicant is advised that the response to this requirement to 
be complete must include an election of the invention to be 
examined even though the requirement be traversed. 

11. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Patrick 
Nolan whose telephone number is (703) 305-1987. The examiner can 
normally be reached on Tuesday through Friday from 9:00 am to 5:30 
pm. 

12. If attempts to reach the examiner are unsuccessful, the 
examiner's supervisor, Christina Chan, can be reached at (703) 305- 
3973. The FAX number for our group, 1644, is (703) 305-7401. Any 
inquiry of a general nature relating to the status of this 
application or proceeding should be directed to the Group 
receptionist, whose telephone number is (703) 308-0196. 



Patrick J. Nolan, Ph.D. 
Primary Examiner, Group 164 0 
February 23, 2003 




